
3EI,IPEH I,I3BEIIITAJ 3A OCOEI4HI4TE HA JIEKOT

1. I,IME HA JIEKOT
Vancomycin 500 mg, npauoK 3a pacrBop sa ranipysuja.

' 1.

Vancomycin 1000 mg, npauoK 3a pacrBop sa un$ysuja.

2. KBAJIIITATUBEH I4 KBAHTIITATIIBEH COCTAB .,".

Ba:ryouuquui 5Q0 mg: eAHa nr.rja.rra coApxr{ 500 mg BaHKoMHIII{u (525,000 IU) ao Qoprvra ua

BaH KOM H III{H XLI.qpOXJIOp I,IA

Bauxour,rrlr.rH 1000 mg: eAHa yujamcoApxll 1000 mg BaHKoMLIqun (1,050,000IU) ao tfopua Ha

BaHKOMr.rq}IH XUApOxnOpI,IA

3a qenama rucma Ha noMoutHu cyncmaHquu, eudu eo den 6.1

3. OAPMAIIFBTCKA OOPMA
llparuorc sa pacreop sa rantpysuja.

Eel Ao cBerno raSean rpauIoK. flo peronc'rlrtyquja co BoAa sa unjexquu,ce Ao6ltsa 6r'rcrap

oa"rrbo. : ''\P';;i:"" Sri L: ii .

4:"' it.nuHudku cBoJCTBA
{,,,,- .. r :Ilr

4.T' Tepanefit'c{tn HHAITKaIITT
B$fii{brraurruir,rsl prn,qnqnpan raj cHTe Bo3pacHI,I rpyn}r 3a rperMaH Ha oJIeAHI,ITe uHQexuun

(nra4e're Aet 4.2,4.4 u 5.1):
KoMnnI4IIIapaun uut[ercqul,I Ha Koxara LI MeKI{Te rKHBa;

- uuQexquvlHa KocKI,ITe u smo6orute;
- soH6orEl,IrrKncreKHaranueauouuja;

6orHr,rqtfl.r creKHara nuenuounja, BKJTyqHTeJIHo vt uHenuoHuja acouupaHa co

pecnrPprop; i i. .:

t,t H$emuseH eHAo KapAI,ITHc.'i
Bilnrorrlr,rqHH :€r r,rcro raKa, lrH,ququpaH KaJ cHTe Bo3pacHI,I. rpyIIlI 3q flep[o[eparl{BHa,ir

aunr6axrepuqr<a npo$unaxca xaj naur4eHTlr Kaj Kolr nocror BHcoK pH3t4K sa pasnoj Ha

oa;riepncr r.i 

"tth*uparrnc 
rr p H I'orIeM lr xr4pyp tu KH saSatu.

.'.t 'i'i " 'r"ltH' '

ffitsEa .qa'ct';4errlar Bo rpeABr4A o([uqr.rjanurre rperopaKH 3a pauHoHzlnHa ynorpe6a na

aii'ira6r.rou,ruil. -'

4.2 [o:npaH,e Lr Haql{u Ha yuorpe6a

.Irosuparbe , ffi"*|\if ,,;fr,
Cexoraur Kora rrla e cooABerHo, 

"ut6{dirryr',Tpe6a'H:be
aAMHHHCTpHpa BO rOrrA6UHaqUja CO

.{op*n;r';ffi"prr*r reKoBr,r. [(l i" $):l!,ril i :
;' ','i,Tr, Q,,.Y:*i;lI c-x't'rn r*'.,'' 
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HurpaaeucKa npHMeHa

Ilciqerna'ra Ao3a rpe6a Aa 6nre oApeAeHa Bp3 ocHoBa Ha renecHars T€xLrHa., flouarauouso'ro
npnJlaroAyBalLe Ha Ao3ara Tpe6a Aa ce HanpaBl,r cnopeA cepyMcKnte Korrr(eHTpat\r4yt,3a Aa ce
nocrl'IrHar IIeIHI'IT9 repaneBTcKI,I KoHIIeHTpa\uv.3a ogpegyname Ha lrocleAo6aTeJrHlrTe Ao3r, rd

I4HTepBanor Ha Ao3upal6e, npeABHA Tpe6a Aa ce 3eMe peHanHara Synrquja Ha RaUneHTor.')) $lc' ' '1i"

I-lp;nopauaHard'Ao3a e l5 ao.20 mg/kg rerrecHa rexrrHa Ha ceKor,r 8 ao l2 *p,9'd'frio nd:nbHLrtd
o12 g xarco noefiflHeqHa Ao3a). 

,f
., , if . , r

Kaj cepuorHo 6olulr narlneHTr4, Moxe Aa
rexnua 3a Aa ee oBo3Moxr{ no6pso.'
KOHUeHTparIr4Ja Ha BaHKOM l,tqrrH.

flpenopavaHara r{o3a e l0 Ao 15 mg/kg reJrecHa rexrrHa Ha cer(on 6 qaca (snlere rct 4.4)...

,.,.,'

3a eocnocranyii5'foe Ha pexuMor Ha Ao3r.rparse 3a HoBopoAeHqr{}ba, norpe6nii e Aa ce no6apa
cober o4 lercap!'tio ucrycrad sa lercyearLe Ha HoBopoAeHqr,rma. Bo 4orrynaBeAegara ra6era e
AaAeH eAeH MoxeH Har{nH Ha Ao3r4parbe Ha BaHKoMuqnH (nnAere.qer 4.4):
PMA (He4eru) .{o:a (rng/kg) Hntepnal " Ha

aAMnHr.rcTpaudjh G)
<29 1:i 24 _:ri, ,

29-35 l5 t2
>35' 15 8

PMA: nocrMeHorpyaJlHa Bo3pacr [apeue'ro noMr.rHaTo norraefy npBr,ror AeH roA nocneAHr,ror
MeHcrpyaneH III'lKnyc u pafarreto (rectaqracxa rospacr) nJryc BpeMeTo noM[Haro nocne
pafarrero (nocrHaralHa nospacr)].

I-lpenopauaHa Ao3a e nor{erHa nnlyrcqr,rja Ha aHecre3r.rja. Bo 3aBr4crroc.r
oA BpeMeTpaefsero Ha oneparlr4. rra BTopa Ao3a Ha BaHKOMTTTIHH.

ce npHMeHn y1apHa Ao3a oA 25-tO mg/kg rerrecHa
nocrr4rHyBarbe Ha qerHara cepyMcxa najuncxa

-.' ,(f,l}" t
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Bpeuempaetbe Hq me)

,IloeHqlarra H Aeua Ha gogpacr oA I rueceq Io l2 roAr,tm
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flpenopa,raHoro BpeMerpaerbe Ha repa[[jara e [pnKaxaHo Bo AoilyHaBeAeHara ra6ena. Bo

ceKoj cr:iqaj, npeuerpaerbgro Ha repannjara rpe6a Aa 6v4e npI,IJIaroAeHo cropeA rplnor I'I

cep uo3Ho cra Ha uuSe xquj ata u I4HAI,I B I'IAyan H I'Ior KrllHI'ItI KI4 oAro Bop.

*,Upg4or4gtgrupd AoAeKa He e ro'rpe6so AonoJrHr,IreJIHo orcrpaHyBame riia HeKporH3I{paHo

rlg4po, nall4qrHlor I,IMa KJII4HLIvTo noAo6pyBarbe n e at[e6puneH 48 to 72'aaca.

+*5d'ipoiid-lff.inu uuQexquu Ha srro6osure, npeABu4 rpe6a Aa ce 3eMe noAonrotpajna

n6$ilirar sa c iiifi ecunna rcpan raj a co coooABetsu aHr:u6 uorulll,t.
'i, ,i.,

***Bpeuerpaer6ero u norpe6ara ga rou6uHr,rpaHa repanraja 3aBucar oA BanBynapHl,Ior run In

opfaHH3MoT.

floce6su uonyrauuu

.i
Ilocmaou nauubumu:

M(1^i*o .qa 6u.qaf norpe6nra noMaJrH Ao3r{ Ha oApxyBarLe, nopa4ii nauareua'peHailHa r[ynrquja
,i},i .' .' , ;I{'l'(, i- 'i

rloBp3aHa co Bo3pacra.

I(aj nospacHr,rre 14 ne4ujarpucKlme naqueHTH co HapylueHa peHaJIHa QyHrqnja, npenopaqnl'IBo e

Meperre Ha cepyMcrcure Hajuncxr4 KoHueHTpaquu Ha BaHKoMI4III{H no npHMeHa Ha noqerHara

Ao3a, olKonKy cJreAerLe Ha [peABr,rAeH[or pexrnM Ha Ao3uparre, oco6euo xaj nauneHTH co

reuKo peHanHo orrrreryBarbe uilH raj naquenru Kql!.ge..Ha peHaJIHa 3aMeHcrca repanraja (RRT),

nopaAr,r r5pojnr,rre uapuja6unur,r Qaxropu Kor,r Moxar Aa srujaa't Bp3 HI,IBoara Ha BaHKoMHULIH.

; . ,!)tit "

K4i. nauraegrutd co cna6o ilnH yMepeHo.:fl' '. ' .lifl' ..HapyuryBarbe, noqerHara AQga He'rpe6a 4a ce

Hii.|t{ftx.vBa. ",&itl,uur.Hrllre co reuKo

Hq+r.HrepBars .qa Ao3l4parbe, HaM ecro

"i.:I.', :- lt !id)'i _l- -'*1-
.',|

rLe, ce flpe[opatryBa [poAonxyBarLe

<1 &l'){iz!.9-

R:

Vlngurcaunja Bperr,re'rpaelLe Ha repanr,rj a'ra

KouurnqupaHu uH$exquu Ha Koxara u: .,
MEKI,ITE TKHBA-,.J'..,:.
-He-He Kp'CTH3I,Ip aq KIA

-HeKpoTr43r4paqKI4

7 to 14 leua
4 lo 6 ueAeala *

I4ir$ercqrrra sa xocru're u srro6ost4re 4rc6ueAenu**
BoH6orH H.rKr4 creKHara nuenuouuj a 7 to 14 teaa
Eorsnqru creKHara nuenuoHltja,

BKnyqlrrerHo 14 nHeBMouuja acoqt,tpaHa co

pecnr4parop

7 to 14 teua

14HSexrlr reH eHAOKapAHTl.Ic 4 lo 6 seAeru ***

H AO3t4.

I i.l

i{ ,.

l*iil;:l'.

'.tr: _ '



, .1,': r ,

)

] ir

Iloce6no BHr,rMaHr,re rpe6a Aa ce o6pHe npfi r{croBpeMeHa

rr,tcixar Aa ro HaMaJIar KnnpeHcor Ha BaHKoMr.tquH wlalu ga, ru
4ejcraa (era4ere rcn 4.4).

[h,1.;rr. .

i,iF;h;,.
r :;tIt'' OI "

aAMrHrrcrpaqnja' Ha neKoBH KoH

rroTeHuHpaaT rre roBHTe HeCaKaH14

\a 6uhe
: l,:r,"i I

.l
Ha Bo3pacr oA I roArua H rrocrap[

Snirrpaqnja (eGFR) oApeAeH npeKy

i,,qffi- :;i
].,.]rl,:,i,\ .i
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BaHrouuqnH e cla6o gujainsnluJleH co HHTepMr,rreHTHa xeMoAujaruna. MqfyEoa, ynoT,ps6,ara
ua naerra6paHll co Bt4coK nporoK u KoHrHHyHpaHara peHanHa 3aMeHcKa repriiinja (CRRT) ro

..:-r, -. -li:. -.- ..: fii3roneMyBaar KmrpeHcor Ha BaHKoMHTIHH v reHepanHo HanoxyBaat no6tbpuo aoCupdrsE
(BooouqaeHo no ALIJanH3ara, Bo cnyqal Ha HHTepMHTeHTHa xeuo4rajalura).. ) t; r,.

Bospacuu nauubiimu i

flpranaro4ynasbto Ha Ao3aTa raj nospacur,r flarlueHTr.r ce oApeAyBa Bp3 ocHoBa Ha creneHor Ha

rrroM epyn ap H a 0 nfl rparlr.rj a (e GFR), npe Ky crreAHaTa tpoprr,r ylra :

Maxu: [Teleura rexI,IHa (kg) x 140 - sorpacr (rognHra)] / 72 x cepyMcKu xpe{h*Hr, (mg/df,) i
Xerrrr: 0,85 x BpeAHocra npecMeraHa cnopeA ropeHaBeAeHara Soplayla , , " 

-;._ 

rI t{lr " ' .'li f.:i '.',; ' :ii, ,

Boo6uqaeHara llor{erHa Ao3a 3a Bo3pacHr,r narlr4eHTr,l e 15 Ao 20 mg/kg rcoja rpe6a.qa 6ule
aAMI'IHI4crpvpaHa' Ha ceKol4 24 qaca rcaj naqneuru co KpearHHLrH KnnpeHo:,nonaeiy 20,u 49
ml/min. raj na'riiEenrlr co reuKo peHanHo HapyrryBage (rpearunnH KJrupeHc noA 20 ml/min)

.'ir /
I{nH naut4eHTu Ha peHanHa 3aMeHcKa repanuja, cooABerHr4or r{HTepBaIr na 4o'suparse ra 6pojor
Ha nocneAoBareJIHLI Ao3L Bo roJIeMa Mepa 3aBr,rctr oA MoAaJrr4Teror ua RRT n .rpe6a Aa ce
oApeAI'l Bp3 OCHOBa Ha HaJHIICKHTe CepyMcKr.rre KoHrIeHTparIEtr Ha BaHKOMr4rIr4rr n Ha
pe3l4AyanHara peHanHa $ynxqr,rja (sr.rAere rct 4.4). Bo gasr4cHocr oA Krr,rHr,rrrHara crmyaqnja,
npeABI'lA tpe6a Aa ce 3eMe oAnox(yBaILe Ha caeAHara Ao3a cd AoAera ce ,reraa! pe3ynrarr,rre oA
Meperbero Ha KoHrleHTpaqujataHa BaHKoMr,rqlrH. rl'ii- ' : ',:
Kaj rpurr,ruso 6.olHu're naqreHTr,r, noqerHara yAapHa 4osa (25 Ao 30 mg/kg)

,:1,
HAMAJICHA.

II e dui a mpuc xa no n)u auuj a
flpranaro4yBanero Ha Ao3ara raj ne4ujarpprcKr.r narIHeHTH

rpe6a Aa 6u4e Bp3 ocHoBa Ha creneHor Ha tJroMepynapHa
peBr,rAr,rpaHara Schwart z-oBa Qopnayna:

Il9 rpe6a
' I l{lr.'-'

eGFR (ml/min/1 ,73 m2 ) = (nncuHa Bo cm x 0,413)/cepyMcrcr.r Kpearr.rHr4H (mg/dl-)
eGFR (mllmin/I,73 m2 ) = (nucuua ao cepyMct(H Kpea'rhHHFr (pmol/L)

3a noropogeHqr4rba H AoeHq rto'rpe6Ho e Aa ce
eKcnepr nopaAu roa ruro Sch

i:ir.i1i

c()BeT OA
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OpueH'raquoHl4Te nperopaKll 3a ,qo3r.rpabe na ne4ujarpncKara nolynaquja, ce [pr,rKaxaHr.r Bo

AOJIyHaBeAeHaTa raOeJIa H rn cJreAar ucrr.rTe npnHur.rnr4 KaKo H 3a Bo3pacH[Te nauHeHTH.
',: i .:.

GFR (mll/min/l ,'73 m27 IV aosa (Dpemneuquja

s0-30 15 mg/kg Htr 12 qaca

29-10 l5 mg/kg Htr24 qaca

<10

10- I 5 mglkg flpnraro4eHo Ao3r.rparLe Bo

3ABI,ICHOCT OA

KoHueHTpauau're*

Hu'repuurreurua

xeuo4ujemusa

flepuro u ea tua gnjatuza

Kon'ruuyllpaua., peHairHa

3?MQucra rgp4lIrua
'i , .i ,l

l5 mg/kg IlpularogeHgi Ao3r4parre Bo

3aBI,ICHOCT r., OA

KoHrleHTpaqnlire*
*.QqgAse'rHlr$flirurcpBaJl Ha Ao3l,Ipar6e ra 6pojor Ha noc:reaoBareJrHr,r gosu no ronerr.ra laepa
sap-rlgn oa rraci;ianureror na RRT u rpe6a Aa 6raAe oApeAeH Bp3 ocHoBa Ha cepyMcKr.rre
x$fiuernpa\u:it''sa BaHKoMHIII,TH H3MepeHr.r [peA Ao3rdpamero r.r Ha pe3r4AyaJrHara peHanHa

$yHrtrplja. Bo sasr4cuocr oA KnuHr.rrrKara curyatluja, npeABlrA rpe6a Aa ce 3eMe oAJroxyBarbe Ha

cneAHara Aosa- cd AoAeKa ce qeKaar pe3yJrrarlrre oA MeperLero Ha KoHrleHTpaqujara ua
BaHKOMr,rr{r,tH.

Ilauueumu co uaovrueua xenamanua &yuxuuja '

,'..
Kqj..qaqreHr4rf,co HapyrreHa xeraraJrHa t[ynxquja ne e norpe6Ho npunaroaisame Ha Ao3ara..iI- .'. iilil rJ -- -J-'--- - --- -

i "i \

EDemeruocm -"'., '-'
-,!-rrlTr_:--:j"ti i
3lr.ribcrr.rrnyqaEe Ha repaneBTcKr.r cepyMcKr,r KoHrreHTpaqrlr,r raj 6peueHu NeHu uoNe Aa 6utar;i:l:;,.. '"i(r,i.
rome6Hu 3Har{r,rreJrHo [oBucoKr,r 4o:u (rngere 4el4.6).tl!" (r':

Iloqueumu co szoneueua meaecua mecrcuuq

Kaj uaqr'renrnt6 co 3roJIeMeHa reJrecHa rexraHa, rrorrerHara 4osa rpe6a.qa 6r,rAe r4HAr,rBr.rAyiurHo

oApeAeHa Bp3 ocHoBa Ha reJlecHara rexr4Ha, KaKo lt rcaj naqneurn're 6eg 3toJreMeHa rejrecHa
TexuHa.

1*r ir, .: .

rreKor (eng.TDM' , therapeutic drug
Bp3 OCHOBa Ha KJrtIHI,IqKaTa CJTHKa I4

Ha npnMeporln rxro Moxe \a 6vqe
eAHarx HeAeJrHo Kaj cra6lrlnr.r

nallHeHTtl KOH IlO,KtllKyBaaT OAI-OBO

it*',,
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)or:; :-.
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llreraeHurajara 
Ha repaneBrcKr,ror MoHuropr4Hr Ha

monitoring) r'p9.6a la 6ute oApeAeHa uHAr4Br4AyaJrHo,

oAroBopclr Ha ppannjara, Bo oncer ory@S*n
norpe6Ho Kaj xeMoAHHarvr14cKH

\ ?o,rwW
co HopManHa peHanHa



$ynruprja, cepyMcKLITe KoHqeHTpa\un Ha BaHroMr,rqru rpe6a Aa ce cneAar Ha BTopr.ror Aer{ oA
TpeTMaHOT HenOCpeAHO npeA CJreAr{ata AO3a.

"r

Kaj naquenrr.r Ha r,rHTepMHTeHTHa xeMo Aujalrursa, cepyMcKr.rTe
i',,

Tpe6a Aa ce oAp:e[ar npeA noqeToKor Ha At4jul|,1,saTa.': i , I

Tepanesrcrure HajHIrcKI,I (ununualHu) nunoa Ha BaHKoMr.rqrrH Bo KpBTa, HopManHo rpe6a Aa
6qar lO-20 mgtL, do 3asucttocr oA Mecroro ua unserqujaran ocerJrrrBocra Ha naroreHor.
Hajnucrra ope4HoctrE oA 15-20 mg/L ce Boo6uqaeHo npenopar{aHr,r , oA Kilr,rHr,rr{Kr{re

rabopatoput{ sa noAo6po onQaftame Ha ocerJrr,rB}rre natoreHr,r co MIC > I mglL (ar,r4ete geri

4.4 u 5.1).

'i ' j'rt'

Molen-6agnpaHl4Te MeroAI,t Moxat Aa 6nrar Kopr4cHr,r 3a npeABlrAyBarbe Ha u*piuBarAyalHnre
arT^ rr-_- E CtiA , :i:iil ,.:

Ao3n norpe6un sa nocrl4tHyBarbe Ha cooABeTeH AUC. Mo.qen-6agr4paHuor nfr,r'&an Moxe Aa ce

KopHcrI4 3a npqcueryBabe Ha HHAl4BHAyarHa nor{erHa Ao3a H npnnaroAyilTd8 rru ao,iii{'d,'ipi
ocHoBa ,a pery.irtilrure oA TDM (aragere ger 5.1). r.l'!': ' ''rl - :

,.:.,

Haqnn Ha aAMrrHnc'rpaqnja
LlnrpaneHcKa aAMHHuc'rpaqnja
I4HtpaneucKlror BaHKoMT4III,IH o6nqHo ce aAMr,rHlrcrpnpa KaKo r,rHTepMr.rreHTHa un$ysuja rn

npenopaKl{Te 3a Ao3I,IparLe AaAeHr,r Bo oBoJ AeJr cooABercrByBaar Ha oroj Tr{[ Ha

aAMHHHclpaquja.

BaHrouuqun rpe6a Aa ce aAMnHrrcrpr,rpa caMo KaKo cflopa r4HTpaBeHcKa unsvsuja no

BpeMerpaeBe o4.HajuaaKy eAeH rlac Hru co MaKcrrMrrJrHa 6p3r,rHa oA l0 mg/min (ao saaucHocr
til,

oA roa roe e nddolrb), roja e AoBonHo pa3peAeHa (najrraanry 100 ml sa 500 mgult4 200 ml ga

1000 mg (euae1g.gen 4.4).

flaqneHrure rcaj ron BHecor Ha reqHocrr.r e orpaHr4qeH Moxe Aa nprrMaar pacrBop oa 500 mg/50
ml utm 1000 mg/100 ml, rlaKo pl,r3lrxor oA HecaraHr,r peaKqur.{ rroBp3aHr,r',co uH$lssjara e

3roJreMeH npu noBr,rcoKH KoHueHTpawv.
3a ranSoprr,tawu3a noAotoToBKaTaHapacTBopoT BHAeTe ro 4elor 6.6.
Kourunyupana r.rutfysnja uoxe Aa ce 3eMe npeABr4A, Ha np. raj nauueHTr{ co necra6uleH
KJrr4peHc Ha BaHKOM r.tUr,tH.

ir'

4.3 Konrpa[HArrrcarlulr ' ,]

Pearcquja Ha nper{yBcrBr4TeJtFrocr

KOr{qeHTpaq r{t4 Ha BaHKOM14t_lfiH

i{ ) l..t

BaHrouuqnu ne rpe6a ga ce
Mecroro Ha aAMr4Hr,rctparlraj a.

KyJrHO, rIOpaAu pH3HKOT OA HeKpO3a Ha
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' c!'tr up"gyrpeAyBarbe n MepKu Ha rperna3Jrr{Bocr

Peaxuug Ha xHneDceH3HTHBHocr

Moxstl ce cepuo3Hu I{ floHerorau $araluu peaKrlrrr4 Ha xr,rnepceH3nrr,rBHocr (ar.r4e,re let 4.3 u
4.8). Bo cnyuaj na pearquja Ha xllrepceH3r4Tr,rBHocr, rcpanujara co BaHKoMr.rrrHH Mopa BeAHarrr

Aa ce npeKr,rHe 14 norpe6so e HTHo rrpe3eMarLe Ha cooABerHH MepKr,r.

Kaj naqneu:rrlkon [pLIMaar BaHKoMr,rquH noAoJrr BpeMeHcKr4 nepuo4 [rir)prctospeMeHo co
_,.' ;
Apyl'I4 JIeKoBI,l,'KotI Moxar Aa [peAr,I3BHKaar HeyrponeHuja unn arpaHynoUulo3a, norpe6Ho e

"'pefitieno cneAeite Ha HI,IBoara Ha neyKour{ru. Kaj cr.rre rrauueHT}r Kol,r npr4Maar BaHKoMHur.rH
nepuo4uvuo'rpe6a Aa ce [paBar xeMaronourKu r4cnnTyBarua, a:erarrv3u Ha ypuHara u xe[araJrHr.t
H;peHaJrH n (pyn4uuoHaJrHH TecroBr4.

Bauxotuprqun rpe6a nperra3JII,IBo Aa ce ynorpe6yna raj naqueHTr4 co aneprucxa peaxqlrja na
TeI4Ko[JIaHuu, 6uyejkll Moxe Aa ce nojanu BKpcreHa xrr[epceH3r.rruBHocr, BKryrrr,rrenHo u
tf araneH aHa$NlarruqeH rrroK.

4#l4l,,flqKonKY,,.[J.o.crou BI,IcoK creneH Ha cycfleKrHocr AeKa KoHKperH]rre [aroreHr.r 6r.r rrloNele
Hajlqo6po Aa cg,ilperr.rpaar co BaHKoMHur,rH.

3a paqr.rHanna ynorpe6a Ha BaHKoMHrruH, npeABrlA rpe6a Aa ce 3eMe 6ax'repucr<lror cneKrap Ha
aKTuBHo0T, 6es6eAHocHLtot npo{n.rr H cooABerHocra Ha craHAapAHara aHrn6arrephcKa
repanuja sa rperrraau Ha r.rHAuBlrAyaJrHr,ror rraqueHT.

Orotoxctt.{Hocr
Ororoxcuu"o.:m, roja uoxe Aa 6wte rpaH3lrropHa vtJtu repMaHeHTua (er4ere 4er 4.8) e

n$lll,3.ru.KaJinftqlleHra co rlperxoAHa rJryBocr, Kor,r rpr,rMr,rne nileryrraepHr,r:,HHrpaBeHcKH Ao3H
uh4'ilctonpg,Y,:,TP 6a.ne sa rcpanuja co Apyra ororoKcnrrHa aKTr,rBHa cyr.cTaHquja, KaKo rrro ce
Hlt,lPuMeP ffiHorluKo3l4Al{re. BasxouuquH rpe6a Aa ce ns6erHyna xaj narlueHrr4 co
nPptxoAHo xaqtqileH cnyx. Ha rJlyBocra Moxe Aa r,r rperxoAn Tr.rHr.Tyc. Hcrycrnoro co Apyfr,rre
airuluoruqlr'yraxyra Ha roa AeKa rJryBocra Moxe Aa 6ule nporpecr.rBHa n noxpaj npeKnHor
ua reparlujara. 3a Aa ce HaMaJIII plI3I,IKor oA ororoKcurrHocr, [epHoAHr{Ho rpe6a Aa ce
npoBepyBaar KoHIIeHTpaIIUHTe BO KpBTa, a Ce [penopaqyBa u rrcpuoliurlHo HcnlrryBarbe Ha

ayAl4ropHara Qynxqr.rj a.

,JI
.tllt
:)iif
(,rrJi

';,llirt

:
flocrapu're ragtaeHTr4 ce oco6eso ealbe Ha clyxg, Kaj nocrapure

opn{;a {yHrc,rrij'?i3a BpeMe Ha 14 rro

". 
l.

BaHrouuuHH,tl,\{a cneKTap ua anru6aKrepucKa aKThBHocr orpaHr4qeH Ha rpaM rro3HTr4BHH

opraHH3l\!I4. HelQ (looABereH sa ynorpeba KaKo [oeAHHeLreH areHc 3a rperr\4aH Ha HeKoH TH[oBt4
Hg uHSercuhl4r,qcBeH AoKonKy 3a rraroreHor eeke e AoKyMeHTupaHo H no3Haro AeKa e ocerJ,tuB



,i l'
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3aBprlyBaBero Ha repanfijara. Tpe6a Aa ce r,r36erHyBa rrcToBpeMe*a vtvt nocJreAoBareJrHa
ynoTpeoa Ha Apy nr4 oToToKcHr{H r,r cyncTaHrlr,tH.

Peartnu noepgaHr,r co HH0ygnjata
Epsa 6onyc aAMHHIrcrp a\t4ja (np. no reK Ha HeKorKy Mr.rHyTr{) Moxe .qa 6dhe acoqrapaii[' cq
nperyuepHa xr{noreHzuja, ruyryaajr(r4 r.r trroK, H perKo cpueB yaap, o4'5$eop cnr.trrefi Ha

xl4craMuH 14 MaKynonanynapeH HJIr4 epuTeMaro3eH ncun (,,cl.rHApoM Ha UpFgH voreril.;ra.n4
:..r_

,,cHHApOM Ha UpneH rpa'r"). Bauxorr,ruquu tpe6a Aa ce npuMeHyBa cnop_grj, ra5o pilp.?fleH
pai'rnop (2,s 4iil"s,0 mglLllco 6psuua He nororreMa oa l0 mg/min r::,ip.r.rpu.*ii"e
noManKy oa 60iiiusyrn, co IreJI Aa ce ug6eruarpeaKur{nte noBp3aHH co 6psald4rrarannc.rpaquja
Ha 6olyc.
llpernu Ha r,rH0ysrajara o6nqHo pe3yrrr.rpa co 6ps npecraHox Ha oBlre peaxrlr,ru.

Operneuqujara Ha peaKunn noBp3aHr,r co rHsyrujara (xrlnoreHsnja, qpBeHr4no Ha Jrr,rrlero,

epHreM, yprr,rrcapraja n npypl,tTyc) ce sroreMyBa npn HcroBpeMeHa npHMeHa Ha aHecrerr4qr4
(nra4ete ael 4.5). Oea N,Ioxe Aa ce HaMaJrlr co aAMr.rHr,tcTpaqnja Ha BaHKoMr,ruYii.go rausysniii no
BpeMerpaeme oA nosefte ol60 MnHyrr.r, npeA r,rHAyKqr.rja na auecresnja. l;.'.,' ,,.rr'l ,l

,q.) 
': 1 lij:1,i A irl

CepraosHra ryradh HecaxaHu peaxuur (SCARs) i I r.

Cepnosutt rcyr'4tu uecarasta peaKrlur.r, rrnyuyeajftu Stevens-Johnron-oil"'Einaponr't(S"$S1;
,{i'roxchqsa enHgeprraalHa HeKpoausa (TEN), peaxqr.rja Ha JreKor co eosuHo$ntuja n cucreMcKr4

ct4MnroMlt (DRESS) I4 aKyrHa FeHepanr43r4paHa ercaHreMaro3Ha nycryJro3a (AGEP), KoH Moxar
Aa6wlar xnBoro3arpo3yBaqKl,I, ce nprajaneHu 3a BpeMe Ha ynorpe6ara Ha BaHKoMr4qun (nu4er:e
gen 4.8). flogefteto oA oBI4e peaKIIHLI ce nojanune tro Hexolxy Aena 4o 8 HeAeJrr{ no
3anoq HyBarLero Ha repanuj ara co BaHKo Mr,rqr,rH.

3a opeue Ha nponfiuyBamero, narl]reHTr,rTe tpe6a la 6n4ar nocoBeTyBaHH 3a naoxsu.re 3Hauu u
guMnroMlt n rpe6a BHI4MareflHo Aa ce cJIeAar 3a KoxHH peaKrrrar.r. florolxy .dlfioiu"ulsH'dilu H

cLIMnroMI,I KoI,r,yKaxyBaar Ha oBHe peaKrlr4rl, BeAHaur rpe6a Aa ce npexrr"'6b ynorpe65fa th
BaHKoMI,runH ra $? ce 3anoqHe co aJITepHarr.rBHa repanr,rja. .(oronry naqudn'rorpa3Bun SCAi. :a
BpeMe ua :repanzjara co BaHKoMlrrlpru, none(e Hr,rKorau He rpe6a 4a san6vne nonioino

:. 1,
TepanHJa co BaHKoMHur4H.

Pe4xuran nospgaHra co il,recroro Ha alN,rr,rHncrpaunja

Kaj noeeftero narrHeHTL KoI,I npl4Maar BaHKoMr,rrIHH r4HTpaBeHcKr,r Moxar 4a ce nojanar.6olra u
rponr6o$ne6urur, KoI4 noHeKorau ce cepr4o3Hu. (Dpercnenqnjata v rexrar{ara Ha

rporr,r6o$le6nrncoT Moxar La 6u1ar MI4HrrMpr3r4paHH co cnopa aAMrrHr,tcTpaqnja Ha Jreror KaKo

pa3peAeH pacrBop (nu4ete lLet 4.2) H co peAoBHo MeHyBarbe Ha MecToTo Ha aAMgHucrpaqraja.

Etfur<acuocra u 6ee6eAHocra Ha aAMr4H Hl-tlrH ilpeKy HHTp€treKaJleH,

u nrpanyrra6ape H r.r r,r HTpaBeHTpr4 KyJrapeH naT

He0poroxcu.{r{ocr :

t l.
aili
i :.i.



Baurouuquu tpe6a rperna3nr,IBo Aa ce ynorpe6yna xaj narrueHTr4 co peHirJrHa

nncyQnuueuquja, BKryrlnrerHo anypr.rja, 6ra4ejftu npt,t npoJtoHrr,rpaHr,r BricoKH KoHueHrparrgr.r
i.

Bo KpBTa e 3toJI€MeHa MoxHocra 3a parBr.rBarbe Ha rorctrrrHu etfexr:u. Pltsr{xor oA ToKcr4qHocr e

3roneMeH npu rgcoru KoHqeHTparlur,r Bo KpBTa HJrr4 nponoHrrapaHa repanuja.
IIpn yno'rpe5a sa BHcoKr4 Ao3r{ r,r aonrorpajua repanuja ce rpenopaqyBa peAoBHo cJreAerLe Ha

KoHlleHTpaqraprre Ha BaHKoMI,IIII4H Bo KpBTa, oco6eso xaj naquenrr,r co peHanHa 4r,rcsynxqprja
I4JII4 HaMaJIen_ c,flx, KaKo 14 flpu rrcroBpeMena ynorpe6a ua ue$poroKcr.rr{Hr,r r,rJur ororoKcnqHu
cyrcraHuvu, cob4aeruo (nu4e're rct 4.2 u 4.5).

HapyruyBama Ha oqlne
BaHrouuquH He e o4o6peu 3a LrHTpaKaMepaJrHa uilu uHTpaBr,rrpeaJrHa ynotpe6a, arcnyuyBajftra

npot[unarcca ua eu4oQraIJIMIrrIrc. Xeuoparu.reH oKny3r,rBeH perr{HaJreH BacKyJruruc (HORV),

"t--nrlyuyaajxla P:gMaHeHTeu ry6utor Ha B[Aot, e sa6erexan xaj HHAr,rBHAyanHH cryqan rlo
uflirpaKaMepl{rgl r4ltu LIHTpaBHrpearIHa ynorpe6a Ha BaHKoMtrr{r,rH 3a Jp."r Ha r,rrrr,r' ro
o4gpauLrJa Ha KarapaKra.

.,::.i , ;-:l
Ceraursu're npenoparrE 3a Ao3nparLe xaj negrajarpr.rcKa nonylauuja, oco6euo raj geqa na
Bo3pacr tog 12 ToAI,IHLI, Moxe Aa AoBeAar 4o cy6rcpafleBTcKr,t KoHrIeHTpaWU Ha BaHKoMHTIHH

raj" ruaT rmeneH 6poj Ha Aeua. Mefyroa, cd yrure He e yrBpAeua 6eg6eAHocra o4 ynorpe6a Ha

noBucoKl,r Ao3r,r r reHepaJrHo He ce npenopaqyBaar Ao3r,r noBr,rcoKr.r oA 60 mg/kg/aeH.
BasronauuptH me6a Aa ce yuorpe6yna co oco6eHo BHr,rManr,re rcaj npeABpeMeHo poAeHH

HoBopoAeHr{urt3 u Mal:ia AoeHr{I,Irba, nopaAr4 HepeJrocra na 6y6pesure u rvtoxHoro 3roaeMyBarLe
Hl 

:ePyMcKHrfi:],(oHUeHrpaUHH 
Ha BaHKoMLIUr,rH. flopa4l,r roa, KoHrIeHTparIHrahe Ha BaHKoMHUHH

ao- 
-xprra rpqpa BHr.rMareJrHo [a ce MoHr,rropr,rpaar xaj 

'onue 
Aer6. Hmoapenaeuara

agul[ruc'rpaUuja Ha BaHKoMHIIHH co aHecrerr,rqK]r JreKoBr.r 6ula nponpareHa co epr,rreM H

UpBeHxno HP: JiHqeTo cJIlIrlHo Ha oHa npeA[I3BLIKaHo oA xI{cTaMr.tH. CrH.{Ho Ha Toa,
uCfo-iipervrenal,Q; ynorpe6a co HeQporoxcurrHa reKoBH KaKo ruro ce aMr,rHorJrHKo3HAHr{Te

a;:rm6uo'rurln, ' HCAHJI (np. u6ynpo(feu 3a 3arBoparLe Ha Ayxryc aprepr,ro3yc) utu
arvr$orepaquu E e acoqupaHa co 3roJreMeH pr43HK o4 nerpporoKcr4r{Hocr (nn1ere 4el 4.5),
nopaAH IUTo e no'rpe6eH noqecr MoHltropuHr Ha cepyMcKr4Te KoHrIeHTparIHr4 Ha BaHKoMHrIr.tH l,t

6y6pexnara Synrquja.

Ynorpe6a xai flocraou flatrueHTH

49xo1rxV Aos,,.t#{, He e rpr.rJraroAeHa, rprpoAHoro

.:
:

' 1r^: .:

:.
r lj 1

HaMaJryBaBe Ha rJroMenyparHara Sxmparlprja
AO 3roneMeHr,r cepyMgKr.{"I(oHrIeHTpar.IHH Ha



Asecrernqrcn uirgyqnpaHara unorapAr,rjanHa AeRpecnja rraoxe Aa 6nAe sacuJi6ij,a og ctpapd Ha

naHiouuquH. bh' epere Ha auecreeuja, Ao3rrre rpe6a Aa 6upar aoffii'paapeaijrlg ra
'I'

aAMuHlrcrprapann cnbpo co raucroBpeMeHo cJreAerse Ha rap4r,rjaanam <fynxfti{a. Tpe6a lid 
"eus6erHyea npoi,itira ua nolox6ara 3a BpeMe ua nuQysr,rjara 3a Aa ce osogidbxu nociypalHa

a4anmqnja (angere Ael 4.5).
:

IIcesnorueN,r6paHoseH eHtepoxorr,rTuc

Bo cnyvaj Ha rerxKa nep3HcreHTHa ar.rjapea, npeABHA rpe6a Aa ce 3eMe MoxHocra aa nojara Ha

xl,tBoro3arpo3yBaqKl,I ficeBAoMeM6panoseu eHTepoKoJrr,rruc (nn4ete ,(eJr 4.8)-, He cMear 
,+p_ 

cg
AaBaar anrragrnjapouqu. ,,ri\; ,rrti r, ',;cvnegunOexur.r4 li'iii ,, .;i.l;,it ,,
[olrorpajua yggrpe6a Ha BaHKoMHTIHH Moxe .qa pe3yJrTr{pa co npe*yrepe, 

'pu.r 
Hai:re-

ocerfll,lBl,I MI4Kpp$praHI{eN,IH..HeonxoAHo e BHr,rMarerno na6ryAyBane Ha IIarlJ?FHTor. IpgSp aa
ce npeB3eMar coorB.erHu MepKH, aKo ce nojanra cynepuHserqnja 3a BpeMe Ha rppanrajara.

4.t llurepaKuuu co Apyru rreroBu rr Apyru Qopmu Ha nnrepaxqia

llpra xoHrcoMLITaHTHa HJII{ nocJIeAoBareJIHa anlnrcaqnja Ha [oreHrlr,rjaaHo ororoxcr4qr{v ulrpt
HeQpotorccuqHl,I MeAI,IqHHcKu [por,r3BoAn KaKo Ha np. arraQorcpnqrrH B, auuHorjrr.rKo3gAl,r,

6aqu'rpaquH, noJII,IMLIrcuH B, KoJIHcrr{H, Br,roMrrur,tH, tlr4cnlraruH, guyperr,rqn ha Xenrrecjbad
!t

nereJlKa, nunepaul4nnH/mso6aKTal,I vt HCAI4JI Moxe Aa ce 3roJreMr,r 
tliS"ricuqnOiti: 

Hd

BaHKoMHIIITH LI axo r.rrrra notpe6a Aa ce Aerrffi,rpe6a Aa 6n[ar yrrorpe6eH, c6''iifein*ririijijit ,
cooABerHo cre;lbrse (nu4ere rcn4.4). i}',Ji' ,':i:Lit i:

' l'l'l
HctonpeueHa afirrauHucrpaqujara Ha BaHKoMr,rrIHH r,r aHecreTr,rqu e acoqnpaHa co nojaaa Ha

epI,ITeM, UpBeHLIJIo KaKo oHa npeAlr3BrrKaHo oI xucraMuH rE aHa([ulaKTo[AHa pearqnja (nra.qe're

aen +.+;. ' r'i '

flprljaaenn 6une cryual{ KaAe HecaKaHr4 peaKur,rn noBp3aHr,r co r,rHsysr.rjara ce 3rojreMeHu npn
Hcro BpeM eH a aAM r,r HH crp aquj a Ha aHecrerr,rrlu.

HecaraHnre HacraHH noBp3aHL co raH$ysr,rjam, Moxe Aa 6nAat Mr,rHrlMn3r4paHu ,npeKy
anluraquja Ha BaHKoMLIuI{H KaKo 60 rrauuyrHa unsysr.rja npeA BoBeAyBarbe Bo aHecre3uja. Kora
ce aAMIrHIrcrpI,Ipa 3a BpeMe Ha aHecre3uja, 4osnte Mopa Aa 6uAar pa3peAeHu ao 5 mglml;talil
noManKy v Aa ce aAMLIHI,IcTpI{paar cnopo co BHHMareJrHo cJreAeme Ha xapgrajanria'ra Qynrc{aja.
Tpe6a Aa ce us6erHyna npoMeHa na nonox6arasa BpeMe na r,rnsysrnjara 3a,Aa ce oBo3MoxH
nocrypanHa a4anT aqnja

4.6 @eprnJrHocr, 6penreHocr rr Aoerbe
Epeuenocm
I4snegeHra ce cryAHH 3a reparoteHocr /ro3[r oA xyMal{nre rcaj cla:rpura u 3
rraTr,r noBHcoKI,r Ao3t4 oA xyMaHI4Te [T'e'rHocTa Ha BaH KOMHUilTT

vpatr ce no'reHrlajarHureTB,,

w:'oi['org
Stq,-1''9

Bp3 tferycor. Bo KoHrpoJrrrpaHu

t0



ororoKclIrlHH I'I HeQporoKcHt{HI.I et[erctu Ha BaHKoMHTIuH xHApoxJropHA xaj uoaopoAeHr{HrLa,
Kora JIeKor 6errte aAuuHllcrpnpaH xaj OpervreHu xeHH 3a cepno3Hn craQuloKoKHu uH$exqun,
rounnuqupaHl{ 1co I4HTpaBeHcKa yuotpe6a Ha JIeKor. BaHrorrruqHH xHApoxnopHA e upoHaj.Uen

Bg KpBTa oA nanoquara BpBIIa. He e sa6eJlexaH ceH3oHeBpaleu ry6uroK Ha cJryxor r,rJrH

HetppotorcuqHocr KoH ce npl4nuluyBar Ha ynorpe6am Ha BaHKoMr,rur,rH. EAHo sonopoAeHr{e,

'ruja naajra [pHMLtna BaHKoMHIII,IH Bo rperuor rpr,rMecrap oA 6pemeuocra, Aoxr{Bealo ry6u'rorc
Ha cJlyxor, xoj ne ce noBp3yBa co BaHKoMHrIrlH. Eragejrtu BaHxoMr.rqun 6ul a.qMnHucrpr,rpaH

caMo Bo BTop[or pt rperuor rpaMecrap, He e [o3Haro Aa:;.n [peArz3BHKyBa Qera.nun
otrlTeryBarLa. BaHxounqun 'rpe6a Aa ce AaBa 3a BpeMe na 6per*aeHocr, caMo axo jacuo e

norpe6Ho r Hilsoata Bo KpBTa rpe6a BHr4MareJrHo la 6u1ar MoHlrroprapaHu co qen Aa ce
MHHHMII3HDa DH3HKor o4 Qe'ranua roKcr,rr{Hocr. Cenax, npujaaeHu ce cJryqau, aa raj 6pellenu
nauHeHTKH e. no'rpe6uo cururuQuxaHTHo 3roJIeMyBarLe Ha Ao3trre Ha BaHKorvrHBr4H co rlen Aa ce,ij,-: .r,.'ili"'
AOgT-H !'He TepaneBrcKo Hr.rBo Ha cepyMcKr,rTe KoHqeHTpaq[u.',.)"l:i'l ,' :,*{t"i

,{oerue
BaHxottnquH xHApoxJIopHA ce r,r3rar{yBa Bo xyMaHoro MJreKo u rpe6a Aa ce BHHMaBa Kora
BaHKoMHBI,IH ce aAMLIHLIcTpI,Ipa Kaj .qo[nKH. Manry e nepojarno AeKa Ha AoeHqero Moxe Aa to
ancop6rnpa 3Har{HTereH Ia3Hoc Ha BaHKoMr,rqr,rH oA cBor{Te racrpo-I,lHTecr}rHalrHr,ror rparcr. 

.

- i 1-
4./ Brujauuq,pBp cnoco6uocra 3a Bo3erbe rr yflpaByBarbe co uaurunu ,,:,
BaHrorraraquu u?i anujae nps cnoco6Hocra 3a Bo3erbe r,r ynpaByBarle co rtaauruiir,r.;i1.;: iltt r ,:.t

:o,t.{;'"*"ffi.'"u
36hpeH nperrea Ha 6es6elHocHuor npodr,tr
-: .
Hajuec'rure HecaKaHH peaKtIHLI ce Qne6uruc, nceBAo-aJreprucKr,r peaKrIHH r4 rrpBeHuJro Ha

ropHr4or Aeir oA TeJroro (,,clrHgpou Ha rIpBeH epar") noBp3aHH co npe6psa r,rHTpaBeHcKa

unQyenja Ha BaHKoMHTIHH.

cepuosur,r KyraHr,r HecaKauu peaKrllrr4, nrnyrynajftn Stevens-Johnson-os cuH.{poM (sJS),
_k

rgKPHqHa enr.rffiprr,ranna HeKpoJIH3a (TEN), peaxqraja Ha JreKor co bosuuoQvtryja H cr{creMcxr.r
cn-r,,rnioura (DRESS) u aKyrHa reHepanlr3r,rpaHa ercaHreMaro3Ha riyc'rynosa (.AGpp), ce

n4ln1?l.nr,.?,_plr:"" 
"a 

ynorpe6ara Ha BaHKoMr,rqHn (srle're ael4.4). .

r1.'. i

Bo cercoja SperiueHqucKa rpyna, HecaxaHr.rre peaKrrrau ce norpeAeHr{ clopeA HaMaJryBarbero Ha

cepuo3HC cTa.

Cnopea lrleDRA rcouneuqajara H cr.rcre qr4JaTa, HecaKaHr4Te peaKr-tHH ce
'(>l/100 ao <.1/10); noManKy qecrr.rnoAeJreHr{ Bo cneAH}tTe fpynu: MHory

,,4.

'fl
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(> l/1,0001o < l/100); perKr,r (> l/10,000.qo <
qecToTa (He rraoNe Aa ce oApeAr4 oA AOCTanHlrTe

11-:
.",.&'
r;rrlii

l/1,000); MHory perKra (< l/10,000); Henosuara
nogaroqrE).

Cucrena-opraH KJrac[dnrauu i a
@pexneuqHja Hecarcasa pearqnia ,,.
Hapyuynarba Hp KpBla u "nuu$unor
CHCTCM

Perru ,;
--.r

Peeep:ln6ra,rHa neyrponeunj a. "
arpaHyno r-lHT'o3a, eo3hHoQ ran rj a,
lpou6oqulo nen ni a, naHqnrorieuuia

HapyruynarLa Ha LtMyrroJ,rolrKr{or cHcleM
Perxn XnnepceHsr.rTrrBHlr pearqr{u, aHaSnnarrnuHu

peaKrIHr{

Hapvruvnaba Ha yBoro n la6upuuror
lloualxy qecru Tpau:uropeH HJrH [epMaHeHTeu r.y6ur<lr Ha

cnyxor' ''t:
Perrn Bepruro,'rHr{HT'yc, BprotnaBn I la
Kapair ia.nHu napynivsarba
MHory perKu Cpqen sacroj ,l':
Bacrcy,rapsn Hapy[ryBalba
tlecru I-lana,rysatsc: lra KpBu 14or IIp14 rlrcoK
Perrn Bacrcylnruc
PecnuparopHu, TopaKaJrHrr rr

nregu j acrnHa.[ rrH HapytlryBarr,a
t{ecru flncnnea, crpHAop
f acrpouurecrr,rHaJrHr{ HapyurvBar6a
Perru [{ay:ea
MHory perKu f1cesAoNr eNa6ipanoseu eHTe po K o.[ ]l'tHc
Heno:Hara qecrora floepa(arre, auiapea
Koxuu n norxoinno-TKTTBHH HapvurvBarsa
LIecru I-[preHralo BO ropHuor AeJr Ha:TeJroro

(,,cuH4poru Ha rlpBeH 9oBeK"),'er3aHTeN,ra H

BOCrrareHHe Ha MyKo3aTa, [pypuryc.
yprurcaprz.ia

Mnory perKr4 Erc(ponraj atr,rBeH AepM arnrnc, Stevens-
Johnson-og cHHApoM , ToKcr4qHa
enuAepM anHa HeKpoJrrr3a, Jlr.lHeapHu Ig.,\
6yrosur.r AepMaro3n

Henoguara qecrora Eo:ra no$lrn uja n cucreMcKr.r cr4 M nroN,r 14

(DRESS), AGE,P
PeuanHu H ypuHapHu HapyuryBan a
tlecln rua uucy$uqraerrqnja xcrja ce

$ecrupa co 3roreMeH cep.yrMcKH 11

i

r{r4H H CepyMcKa ypea

r,i
.!. :.: .
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Perxa I4n'repcruquj aleH He$pnT nc, aKyrHa
peHanHa cla6ocr

Henogsara qecrora Aryrua ry6y,rapna HeKpo3a
Onuru trapyurynralba tr cocroj6u na
Mecroro Ha aAMr,tHrrcrpaquia
9ecru Ore6ntnc, rlpBeHraJro Ha topHr4or Aen Ha

TCJIOTO H JIHUCTO

Pelxu Tpecxa, rpo3Huqa, 6olxa n MycKyneH crtiBaM
Ha MycKyJrr,rre Ha rpaAure u np6or

Onac Ha orpeneuu uecarcanu peax(uu:
Penepsr.r6uJlHa Heyrponenuja soo6u.{aeHo HacraHyBa no eAHa HeAena Hru nosefte no
3anor{HyBarLero Ha uHTpaBeHcKara repa[uja unu no BKy[Ha AO3a OA nOSe(e OA25 g.

3a nperrre Ha vty Ha6pso no 6psa uHsysnja Moxe 4a ce nojanar ' :

aHaSalaxT uqnx/anaQI,IJIaKToLtArI peaKrrur,r Kor.r BKryqyBaar orexHaro guurerre. Pearcquu're

nFecraH)'Baar rto rpeKI{H Ha aAMuHr4crpaqujara, reHepaJrHo no 20 Mr4Hyru ao.i ,uca.
BaHxouuqun.lpg6a ga ce r.rHSyHAr4pa cropo (nra4ere rct 4.2 w 4.4). flpu untpaMycKyrrHa

tl r
UHJeKUHJa MOXe Aa Ce rrOJaBr{ HeKpo3a.

Tygr'rtyc, xoj uoNe Aa flperxoAu Ha rnyBocr, rpe6a Aa ce 3eMe KaKo r,rHAr,rKaqr.lja 3a npeKr,rH

'repanujara.

OtotoxcuqHocr e rJIaBHo npujanena xaj naqueHTx Kor4 [pr,rMaire B[coKr,r Aosr.r un[ 6ute sa
I'IcroBpeMena tqpanr.rja co Apyrll ororoKcl4rrHrr JreKoBu KaKo aMHHorJrr4Ko3r,rAH , utu rcaj

[aqueHTLI co ntrietxo4Ho nocroeqKa HaMaJIeHa peHaJrHa Synrquja uJrr,r HaMaJreH cJryx..i.; r r

t 1r:rT----:-.-T1rT,-
Epa6e4Hocnuof npo$r.rn e reHepaJrHo
.il1t i.; .')l(C '

leiia e npuj aaeHa ueQpo'rorccuqHocr,

JIEKOBH KAKO AMI4HOIJIHKO3IIAI4.l,t . :/'

If pu i a sv sarbe Ha cvcnexrH[re Heca KaHr lei crsa
Ilplrjanynarset<j ua HecaKaHI4Te AejcrBa perucrpupaHr,r no nyrrrrame Ha JreKor Bo rrpoMer e oA
roJIeMa BaxHocr. Ha oeoj Har{HH ce o6es6e4yBa KoHTr,rHyr.rpaHo cneAerre Ha Kopr,rcra Hacnporr4
pl.r3r.rKor oA yr,rorpe6ara sa Jrexor. MeAuquscKr,ror nepcoHaJr rpe6? Aa,Io npujaau ceKoe
couuptre;ruo HecaKaHo 4ejcreo rpeKy Haquosaluuor r{eHTap 3a QaprvraKoBrir}rJraHqa trpn

ur H;Mcrotuj 6p.54 xar l) r4Jra no

a ,r.

KoH3r,rcreHreu u xaj Aerla H xa.j 
"ospu.ifu 

naureHtl{. Ka.i

soo6u.{aeHo Bo Kopenaqnja co Apyrr4 HeSpo'rorccuuur.r

Aleuqujara 3?lfer(oBlr r.r MeAhrrr4HcKH cl
eJreKTpoHcKr4 rraT rpeKy ae6 crpauara ua

. 
'!.!; i?'ii,l:i1. .l::i;u'

r,.lii:,i..,- lldill
4.t.flpeaourBa.1le:r' '^ 
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Ce npenopaqyBeiAononHl{TeJlHa Hera, co oAApxyBarLe Ha rJroMepyxapHara $rmpaquja. I

BaHrounqnH cna6o ce oAcrpaHyBa oA KpBTa co noMorrJ Ha xenao4uj aflnga HJrr.r [eprrroHeanHa
guiatusa. Xerr,roneptly:r,rja cb Amberlite cMoJra XAD-4 ce npujaueHu AeKa i. 

"o 
o.puHr{qeHa

KOpHCT.

5. @APMAKOJIOI,IIKI,I CBOJCTBA
5.1 @aprvraKoAHHaMHKa
@aDuaxomepaneemcxa zoltna: .(pyrn aHru6axrepucKg JreKoBr.i 3a

rJr H Ko ne n r r,r guu antl u6 aKTep 14 c Kt r JI e Ko B r,t

ATC roa: J0lXI.O1, 
'

it.;.

Mexanusar,a ua d4icmeo

y nolpe6a.

,,. l

BaHrouuqnH e rpHIrr,tKrLIt{eH ruIHKonenrnAeH aHTr,r6norux, noj ja naxnlviita cuHTe3ara Ha

KJIeroqHI4or silA Kaj ceH3HTI4BHr.r 6arrepnu npeKy Bp3yBaFbe co Br,rcoK atpnHurer 3a

3aBpueroKor D-alasul-D-alasuu Ha npeKyp3opHnTe eAuHr,rqr4 Ha KJreroqHl,ror sHA. Jleror e

6asHo 6axrepu(raAeH Bo oAHoc Ha MllxpoopraHr,r3Mr.rre ao 4el6a. .(onorunreJrHo, BaHKoMr4ur.rH

Moxe Aa ia cMeHH nponycrnl,IBocra Ha 6axrepucKara KJreroqHara iraerra6paHa u cuHr.esfip ua
PHK. t}:]q ',i: Iri';., ; ,;;'.,

t' il,- . r l-; t:1ii: .i
@ apuaxo rcuue mc xu/O apxauo duu auc rcu od uo c

Baurouzqun n'okalrtyea 4ejcrao Koerxro e He3aBr.rcHo oA KoHuenrpaqujam, KaAe urro AUC e
r'il

noAeneHa co uuiilluarlHara IaHxu6nropHa KoHrleHrpaqr.rja (MIC) na rapreiiirot op.aririianr;
KaKo npl{MapeH npeAHI,mI,IBeH napaMeTap 3a e$urcacHocra. Bp: ocHoBa na nodh'roqure 4o6ueun
oA in vitro an'aliusn, npoyuyBalf,a Bp3 xlrBorHr{, KaKo r{ oA orpaHr,rqeHnTe noAarorlu oA
npoyqyBa6a Bp3 nyfe, yrBpAeH e oAHoc sa AUC/MIC og 400, KaKo pMD qen 3a

nocrr,r rHyBarbe Ha KJrr,rH r,tq Ka eQexrnnuocr co BaH KoM LrLIr4H.

3a nocurruyBalLe Haraa rleJr Kora BpeAHocrHTe Ha MIC ce >l mg/I,
HHBO Ha rOpHr4Te npaHrrrlH, KaKo H BHCOKH KOHUeHTparIHr4 Ha CepyM

4.2).

MexauusaM ua pesucmeumuocm

CterHara pe3ncreHTHocr KoH FJllrKone[Tugl,r Hajuecro HacraHyra raj enterococci r4 ce 3acHoBa
Ha creKHyBaBe Ha pa3HI,I ,,van"-reHcKlt KoMnneKcI{, co rrrTo ce rraogu$uqr,rpa 'rapre.ror D-
aaasun-D-alaHns ros D-alasnl-D-laxrar: ulu,D-alaszn-D-cepzu nor,r cla6o ce Bp3yBaar 3a

BaHKoMIrquu. Bo serou seujn, 3roJIeMeH 6poj Ha cryqau e perprcrplrpaH roKMy xaj enterococci;
Mynrl4-pe3l4creHTHure coeBl,t Ha Enterococcus faecium ce oco6eHo aJtapMaHTHtr.

,,Van"- feHH perKo ce cpekaeaar raj
crpyKTypaHa Ha KJleToqHr.roT sHA

xereporcHa. Hcro raKa, pe

notpe6uo e Ao3r,rpame Ha

( I s-20 ihgfl) (nnatrelaei
$T i'' I r.rt"fl'
.' l', . r.
(11]1t.' .,' t!'{ t.{tt, iir

':" " "l

-ococcus aul'eus, r(aAe [rTo rrpoMeHr4Te, BO

furg*.rnqHa" noAro)Kuocr xoja uajuecro c

',f, *vs: i
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M9TI,IIIIdJILIH (MRSA) co HaMaJIeHa noAJroxHocr Ha BaHKoMHTIHH. HaMareHara rroAnoxHocr r.rJrr,r

pesllbrcutroci Ha staphylococcus KoH BaHKoMHrIr,rH He e ao6po ucnuiasa, florpe6nra ce
HeKOnKy reHe{cKH eJIeMeHTU r,r MHOITTTBO Ha MyTar{un ' '

He noctou BKpcreHa pe3llcreHTHocr nouefy BaHKoMluu.rH 14 Apyrr,r KJracu sa as'ru6uortrrru.
Brpc'reHa pe3llcreHTHocr co Apyru rnr,rKonerrruAHlr aHru6uoruqu, KaKo Ha flpr.rMep,

TeI4KoIJIaHLIH, HacraHyaa. CexynAapHa uojaea Ha pe3racreHTHocr 3a BpeMe Ha rcpanuja e perKa
nojaaa.

Cuuepeusau

Kon,t6nnaquja'ra Ha BaHKoMIrrrrrH co aMr4HorJr14Ko3r.rAeH auru6uorur uMa cuHepr[crr,rqKo

Aejc'rao KoH releM 6poj na coeBl4 Ha Staphylococcus aureus, He-eHTepoKoKIIr4 crperroKoKr,r oA
; l''

rF,y1rA,D, eHrgpoKoxr,r r{ crpenroKoKr{ oA rpyrara Viridans. Korra,Qunauujam.l_ra BaHKoMr.rq}rH co
,eBr4 Ha Staphylodoccus epidermidis

KoI,t ce pe3LIcreHTHu Ha oKcaql{Jrr{H, a rou6nsaryujam Ha BaHKoMHTTHH co pu$ananuquH HMa

cli'IHqprl4cruY{$,lejctuo KoH Staphylococcus epidermidis 14 AeJryMHo cr{Herpr.rcrr4uxo 4ejcrno
KgU HeKoH co-e:Pl,l ua Staphylococcus aureus. Co orreA AeKa BaHKoMr,rquH so xoN,r6HHaqr,rja co
qeQalocnopl,IH, Hcro raKa, r,rMa aHTaroHrrcruuro 4ejcrBo KoH HeKoH coeBr.r Ha Staphylococcus
epidermidis, a Bo rorr,r6r.ruaquja co puQarrannqr,rH - KoH HeKor{ coeBr,r na Staphylococcus aureus,
Kopr,rcHo e Aa ce HarrpaBr.r [perxoAHo r.rc[nryBarse Ha cr.rHeprncrr,rqKoro lejc'rao.
3a Aa ce usoilnpaar u n4enta$I,IKyBaar opraHn3Mr,rre npr4r{r,rHuTel\u u 3a Aa,gg oApeAri HHBHaTa

rIoAJIoxHocr Ha,BaHKoMHI{uH, tpe6a ga ce o6es6eAar npl4Mepou[ 3a Aa ce 3aQaAar 6ax.repucxl.r
KVJlrvDH. l 't'
.-J:!:';{ Y.'. ,_i)(_., ,. r}.l

KoH rpaM-[o3r.rrr{BHr,rrc 6arrepur,r KaKo Ha npuMep staphylococci,
pneumococci Lr clostridia. fpau-uerarusHr,rte 6ar:repnu ce

Ilpenalenqara Ha creKHarara pe3r{creHTHocr Moxe Aa Bapr,rpa reorpaQcxu, TaKa [rro e

no'rpe6uo Bo oApeAeH BpeMeHcKLI flepproA Aa ce co6epa'r JroKrrflHr4 NuQopuaqr,ru 3a

pe3licreHrHocra Ha og6paHu're coeBlr, oco6eso AoKoJrKy ce rperupaar cepHo3Hu uHQexquu. flo
norpe6a Aa ce, no6apa H crpyt{Ho MHcJrerLe AoKoJrKy JroKanHara npeBaneHrla e raKBa ruro
eQexrunuocra Ha JIeKor rou uajuanKy HeKoJrKy Br,rAoBr,r na uutperqr.lra e AoeeAeHa Bo npalJarbe.
Osue uu$opMaquu o6es6egynaa'r caMo npu6.nuxua HacoKa 3a 'co3HaHr.rero Lailu

HueHrpatluja (MIC), Kon rxro ce

Y$p.plieHn otr]1rflpaHa Ha Enponc Ha aHTr,rMHrpo6nonourrara
rreAnoxHocr (EUCAST) ce cne.qH

.:

t'yi'pf.r.att' ' | :

'r^'i i :
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Mr4KpOOpraHfi3MHTe Ce nOAnOXHH Ha BaH

Touxrte ua Inporraeua Ha MVHLlMatHay
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stsphylococaus arreus' $";ili' t5ffif*
Coagufase-negativg staphylococcit < 4 mgL > 4 m{L
Enterococcus sppr; < mglL >4m{L
Streptococcus rpyg.m A., B, C u G < 2 mg/L
Streptococcus pne.umoniae , . <2 mg/L

> ZmglL
> 2 mglL

Gram positive aHagpo6n <2m{L >2mglL
'5. aureus co BaHJoMI.tqr,rH MIC BpeAHocrl'r oA2 mg/L ce Ha rpaHuqara Ha npupoAHara pacnpeqen6a u
MoxHo e Aa HMa BJrolreHa KJIHHIT{Ka pearqr.lja.

Ocerfltlsocr:
Hajuecro ocerJrr.tBrr BrrAoBrr :

fparvr [o3nTrrBHrr aepobn:
Enterococcusfaecalis .

St aphy loc o cc,us aureus
Methicillin-resistant Staphylococcus aureus
coagulase-negative Staphylococci '

' 
StreptococEis spp.
StreptococclB pneumoniae
Enterococcis spp.

., Staphylococcus spp.

Anaepo6n:
Clostridium spp. ocsen Clostridium innocuum
Eubacterium spp.
P eptos tre ptoc occ us spp.

f pau norurnnnu,Aepo6n:
Enterococcus faecium

t-;
Bpogeno pe3ncrerrrnrr:
Cure rpau-Herar[BHrr 6arcrepnn

Ipau norurunuu aepo6n:
Erys ipe lothr ix rhus iopathiae,
He t er ofe r m e n t at iv e Lac t o b ac illus,
Leuconostoc spp
Pediococcus spp.

Auaepo6n:
Clostridiumiinnocuum

Ilojanara Ha per,rcreHrHocr KoH BaHKoMHrln Ba oA eAHa 6onsuua Ao Apyr.a, 3a peJreBaHrHr.r

u nrcpo6uonouma na6oparopuj a.JroK€IJrHra r,rn$opiraaqrlu norpe6uo e Aa ce

16
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5.2 @apruaKoxlrHerHKa

Ancopnuraja

BasxouuuuH ce AaBa r,rHTpaBeHcKr,r Bo rcpanr,rja Ha cr,rcreMcrcu uu(perqun.
Kaj cy6jerrpl co HopMaJIHa peHaJlna Synrquja, none(exparHo r,rHTpaBeHcKo Ao3r,rpar6e oA 1 g
BaHKoMHr.luu (15 mg/kg) AaAeH no ran$ysrEja Bo BpeMerpaeEe naa 60 uuAyru AoBeAyBa Ao
cpeAHa xonqerifpaqnja no nilasMara og nprz6nuNno 50-60 mg/l.ae.qHa, no' iaopruyaarrero Ha,.,
urtQysuja'ra, Cpelua KoHrleHrpaqraja no rJra3Mara o4 npr,r6nraxso 20-25'. mgll, 2 qaca no
rnSysr,rjard z:'5-10 mg/l 1l qaca no rau$ysr,rjara. fllagnaarcKr,rre KoHrreHrparrur.r 3a BpeMe Ha

noreftercparHr4 Ao3r,r ce cJIr,IqH[ Ha oHL{e tro eAr,IHeqHa Ao3a.

"1 ' r.'(
.Ibicrppr6yuuia '

Boryueuor Ha Aucrpll6yqraja e oKony 60 Lll,73 m2 relecua roBptrrnHa. Ilprz cepyMcKn
KoHIIeHTpaUul4 oA l0 mg/L Ao 100 mg/L aaHxoMHUr.rH, Bp3yBarbero Ha JreKor 3a nnil]MarcKHTe
nporenHr.r e oKony 30-55% MepeHo co ynrpa-Sranrpaquja.
Bauxor,tuqun 4uSyuqupa HH3 nJlarreHTara H ce Ar,rcrpw6ywpa Bo KpBTa oA'nanoqHara BpBqa.

flprz ueeocna,r6,r )BHo-Mo3o-r{nara 6apugpa Bo MHoty MaJri1t

'iiPe

'#$'l

M6iuriorrtrof'"u JIeKor e MHory uar.flo rapeHrepanHa aAMr4Hr,rcrpaqraja, cxopo qerrocHo ce

rl3,raqyBa KaKorMl,IKpo6uolourrut aKTI,IBHa cyucmnqraja (orony 75-90% 3a BpeMe o1,24 uaca) co
rnoM epynapHa $ r.rnrpaqraj a npery 6y6pesr,rre.

Elnrr.tuuauuja

C'pegunot rIoJIy-xI,IBor Ha eJIHMlIHaqnja Ha BaHKoMHTIHH oA nJra3Mara e 4 - 6 rracarcaj naqueHru
co HopManHa p€HanHa Synrquja u 2,2 - 3 qaca rcaj AeUa. Oxony 80% oA a)rMuHucrpHpaHara

Ap:a,31 saHxciMLIIIuH e eKcrpaxnpaHa Bo ypHara co rJroMepynapHa QralryriUilja, no npax're 24
uaca^ CpeAHrabi [JIa3Ma KnLIpeHc ]i3HecyBa oKony 0.058 Likglh, a cpeAHuot'r peualeu Mr.rpeHc

r'Q.o+a Lkglh. Pesarsa 4ncsynrqraj a jazalasyaa excrpequja aaBaHKoMr,rquu. KajU
69$,6y6pexna Qynnquja, rpoceqHr,ror nonyxr,rBor Ha enuuuuaur.rja e 7,5 4ena. Bo

oToToKcI,Iq HOCTa Ha BaHKOMUI{IH.

Eranujapnara excrpeqr,rja e He3Haqr4TeJrHa (nouanxy ol,5%o o4 4osam).
I,laxo saHrcoMuur,rH He ce enuMuHupa ailu3a H nepuToHeiurHa ArJailu3a,
rrpr4JaBeHH ce , cJrrrau Ha 3to.

.i.
xeMoQr,rJrrpaur.rJa.

KoMr4rIHH rpu .xeMoneptfyauja yt
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KoHqeutpauunid Ha BaHkoMI4uHH rcHepanHo ce 3roJreMyBaar nponoprlr4oHaJrHo co
3roneMyBalLe Ha Ao3ara. flo nose(eKparHo Ao3r4palLe, nna3MarcKr,rre KoHr.{eHTpaUn}r ce cJrr4qHH

Ha nJra3MaTcKr4Te KOHqeHTpaqHr,r no eAuHeqHa Ao3a.

Kaparcrepncruxu ua cneuuOuquu rpvnu

Ilaqueumu co peHzJtHo Hapyuynatue

BaurcouuquH rilirarr,rapHo ce ernM AHVpa co rnoMepynapHa $nmpaqnja. KAj' hauraenili co
"i.HapyueHa peudnia $ynrqlaja, TepMr.rHanHrrot nonyneprroA Ha eJreMr,rHal\nja Ha BaHKoMr.rqr4H e

npoJloHrtlpaH I,r BKynHI,Ior KJIlIpeHc e HaMairen. C.rreAcmeHo Ha oBa, onrr,lMaJrHara 4osa tpe6a 4a
ouAe npecMeraHa cnopeA npenoparr,tre 3a Ao3r,tparre AaAeHH so Aenor 4.2.

Ifa4ueumu co xbnamanHo Hapyruylabe
(DapuaroxuHeriaxara Ha BaHKoMHrIr4H He e npoMeHera Kaj narlueHTr,r co xenaraJrHo
HapytxyBat6e.

Bpeueuu crceHu

3a noc'ruruyBarle Ha repaneBTcKu cepyMcKr.r KoHr.leHTpaur.rn raj 6perr,teun NeHia, Moxe
norpe6Hr.r sHaqr.rferHo noBHcoKH ,qogr,r (eulere aer 4.6). triri'i'

I

. if;. t ,''

Ilaqueumu co 3zofleMeHa menecHa me)rcuHa

Kaj naqueurlrre co 3roJIeMeHa reJlecHa rexuHa, Ar,rcrpr.r6yuujara ua BaHKoMr,rquH Moxe Aa
6u4e npoMeHera nopaAl4 3roJIeMeHIror BonyMeH Ha Aucrpr,r6yquja, peH{LJreH KJrHpeHc u
MoxHI4Te npoMeHI,I Bo Bp3yBa*gro 3a nJr{BMarcKr,rre nporenun. Bo osaa cy6nonynaqnja,
cepyMcKl4Te. KoHueH'rpaqull Ha BaHKoMr4rIr4H 6une noBr.rcoKr,r oA oqeKyBauute raj 3ApaBr,r MamKH

cy6jerrr.r (au4ere rct 4.2).
'. J r,

oapuaroruHeruKara Ha BaHKoMHTIHH noAJroxr.r Ha mr,rpoKa HnTeprrHAr"r4yurrui'l'i1ir;aOu.rrrocf raj
npeABpeMeHo u HaBpeMeHo 'poAeHHTe HoBopoAeHqulba. Kaj HoBopoAeHrrumai no r,rHrpaBei{cKa

aAMI{H[crpaquja; nonyrrleHor Ha 4ncrpr.r6yqr,rja Ha BaHKoMr.rqr.rH r.{3Hecyna 0,38-0,97 Llkg, clr.ruuo KaKo u

raj eospacHure, co KJIHpeHc norraefy A,63 n 1,4 mLlkglmin. IlolynepnoAor Ha eJruMr.rHaqnja aapr.rpa

nouefy 3.5 n l0 h n e no4onr orKonKy raj rospacuu, peQaerrnpajftlr rn noHr,rcKr,rre BpeAHocrr.r 3a
KJrHpeHc raj nonopogeHr{Hrba.

Kaj goeHvr.rna L nocrapll Aerda, BoJryMeHor na Ar,rcrpu6yquja napnpa norr,refy 0.26-1.05 Lkg, a
KJrlrpeHcor noueiy 0.33-1.

5.3 flpegrJrr{Hr{q i { l;;-r .

;l;r. l:
,"r ii. i

ll{rr /,.;'i

!'llf

tr*6

" ;,J,i{_ itiTi4 '(;
.i

{ i, i'}r '1

Aa 6uAar

Zo
fi1'

18

$fr
OHE



}I.arco 6ute I,tsBeAeHu aHIIMaJIHI,I cryhkru co AoJrrorpajna npurrleHa co qeJr Aa ce eBaJryr{pa

KapqI4HoAeHI'IoT noreuqr.tjan, He ce noKaxaJr MyrareH uoreHqujan Ha.BaHKoM[rIr,rH flpu
- craHAapAn*na6opatopucKu TecroBlt. He ce r,r3BeAeHLr geQnnrauluHr.t cryAI,lH Ha rnoAHocra.

G''QAPMAUEBTCKTI CBOJCTBA
6.1 Jlucra, Ha: ercrlllnr{eHcrr
H.".:co.lprnr.t ' '

6.2 lluxorvrnaru6u.ruocr
Jlexor BasrouptqH IaMa HI,IcKa pH npe4Hocr r.r Moxe Aa npeAu3Br.rKa xeMr,rcKa r,r Susuvxa
secra6ulsocr Kora e noMerlaH co Apyru coeAr.rHeHeraja. Tpe6a A3 ce us6eruyna Me[rarbe co
aJrKaJIHr4 paCTBOpH. 

_ i

,(oxaNaHa e $JsnuHa HeKoMtrarl,I6ursocr Ha MeuaBuHr.r Ha pacrBopu Ha BaHKoMr,rr{uu co 6e'ra-
JIaKraMcKI,I aniu6r,rorraqu. Bepojatnoma ra rojana :a rperlr4nr,rrarlujal:ie 3roneMyBa co
noBLtcoKI,I KoHUeHTDaIIIaI,I Ha BaHKoMr,rrIHu. IlpenoparrJrr,rBo e r,rHTpaBeHcKHTe ruHvru la 6ular. .(l: '. ' ,.f.F'.}i, - --r ----r--
coo4a'erHo a-i[ci6po uc[paHI,I nouefy aAMuHucrpaqujara Ha oBHe arnu6uornqu. I4cro raKa e

'. t . ;: ., L'fd
nil'eircipa'uueo'iia 6nge gutyupaH pacrBopor Ha BaHKoMuqr,rH ao Smg/ml r,rJrlr noMaJrxy.
IlBujabeHu ce cryr{au Ha npellnnn'raqraja Ha BaHKoMr.rrIHH tto r.rHrpaBlrrpeanHa nnjexqlrja Ha

BaHKoMI4III,In co qe$tuanI,IAI{M sa en4oS'raJlMl,rrnc, xopracrej*u pa3nr.rrrHu BrrAoBr4 Ha rxrpnrleBr.r
vt vttlrrr, I,IaKo He e oAo6peHa l,rHTpaBr.rrpanHa anluraquja. Ilpeqranrararure ce pacrBoprrJre

nocrefleHo, co. uenocHo npoqHcTyBarLe Ha cTaKJreHaTa npa3Hr,tHa fipeKy ABa Meceqn tr co
no4o6pynarLe Ha Br,r3yeJrHara aKTltBHocr.

.t

, ",il

o peKot!cmutnyuUIa u ou,,rvuDotue:
. '.t: t

a3nqKara h xeMucKara cra6ulHocr Ha peKoHcruryr4paHHor

[oTBpAeHa AO> 24 .taca Ha reMreparypa ao 30 'C.

pacTBop Ha BaHKOMHTIUH e

O.q rraraxpo6uojiouxa rneAHa rosKa pacrBopor rpe6a BeAHarrr Aa ce yuorpe6r,r. .{oxorxy He ce
yno'rpe6u BeAHaIu, BpeMerpaercero I{ ycJroBr,rre Ha qyBarte 4o ynorpe6a ce Ha oAtoBopHocr Ha

KopHcHLIKor I4 He rpe6a la 6ule rloAonro op,24 qaca Ha reMrreparypa oA 2-8 oC, ocBeH aKo
pacTBoparf,eTo e I43Be.qeHo BO KOHTpOJII4pAHId Vt Bajrr,rAHtr acenTHrIHr,I ycJroBH.

:i
6.4 llocr:6nu rpeqyflpeAyBarba 3a cK,'raAr.r

.[a ce uyua Ha reMneparypa Ao 25'C, fla naKy.Balbe

r[]BarLO, eule're ae.n 6.3.

t9

6.3 Porc Ha yno'rpe6a
3 rolraHn.
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10 ml cmxneHa BI,Ijana (cmrlo rLIn I) 3arBopeHa co xJropo6yTrrrcKr,r ryMeH norroneu (rrn,I) n
3aneqareHa co tileo flip-off anyMI,IHr,ryMcKo Kanaqe co cr,rB froilr{fiponnJreHcKr,r BpB,Koja coApxr4
BaHKoMHIIITu xugpoxnopuA 525,000 klB, eKBHBaJIeHTHo Ha 500 mg saHrorr.rnui.rn. EAHa nnjaaa e

crlaKyBaHa ao xaf'roucra ry'rnja.

20 ml craKJIeHa.Bnjana (craxno rnn I) satnopena co xJropo6yrulcrcn ryMeH noKJroneq (rnn I) u
3afleqareHa co cI4Bo flip-off anyMHHLIyMcKo Kanaqe co 3eJIeH noJrunponuJreHcKn apn, xoja
coApxl{ BaHKOMI4UI4H xl4Apoxnop}r.q 1,050,000 I4E, eKBHBaJTeHTHo Ha 1000 mg BaHKoMtrqr{H.

E4Ha nrajana e cnaKyBaHa Bo KaproHcra ryrrja. i):r,i , , :r ,

r;i{t:, . ,,t.iiti,,6.6 Mepru Ha nperna3Jrr.rBocr npu paKyBarLe co ornaAor i: ri.. i,l !

ti;
3a etHoxparHa ynorpe6a. lIcQp.rtere ja Herrcxopr{creHara coApxuHa

d&-l .!
Ilpamoxor Mopa'.,Aa ce.pexoHcrr4Tyupa r,r Ao6r4eHr,roT Korrqefpar noHaraMy Aa oe pa3peru npeA
ynorpe6a. r:r i

IlodeomooKa Ha peKoHcmumyupaH pacmsop: Bo nperrre'ro Ha ynorpe6a, AoAaAe.re 10 ml soAa
sa raHjercqun PhEur no nnjanara oa 500 mg finv 20 ml BoAa 3a uHjerquu PhEur no nvrjalara og
1000 mg. Kora (e ce pacrBopar nnjalure ua oaoj Haqr,rH ce 4o6una pacrBop oA 50 mg i ml.

fl,tt :ril
3a ycloenre Ha qyBane Ha peKoHcrt ryxpaHr,ror pacrBop Br.rAere ro AeJror,,Pold.iua ynorpe$at'.

iilii:;.' '
t-,
!1,
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,tIIOTPEEHO E,IIOHATAMOTTIHO pA3pEAyBAIbE

llpourarajre rH orreAHrz Be HHcrpyKqHH :

Ifoepeueua un$ysuja e npe{eprapaH MeroA }ra aAvruHr4c'rpaqu.ia. PercoHcrur''/vpaHVTe
pacrBopH Kol.l coAp)Kar 500 mg BaHKoMnqnu rpe6a Aa 6u1ur pa3peAer-rh co uajrraa,rry
100 ml AHnyeHr. PexoHcruryupaHnTe pacrBopu Kor4 coApxa'r 1000 rng BaHKoMlrrrHH
rpe6a ra 6urar pa3peAeHr4 co Hajn,larry 200 ml 4r.uyeur. Coogrerlrn AHn'/eHrH ce
@ssHorotuKn pacrBop Ha llarpuyM xnopuA r4HTpaBeHcKa nu$ysrzja nnyr 5Yo lexcrposa
nHrpaBeHcKa un$ysuja. flocaxyaaHara Ao3a rpe6a La 6u1e AaAeHa npeKy HHrpaBeHcKa
raH$ysna Bo BpeMerpaerbe oA Hajnaanry 60 vuHyrra. Arco ce aAMr.rHrrcrpr.rpa Bo ltoKparoK
BpeMeHcKH [epuoA vtJu4 Bo noBucor(a rcoHqeurpaqnja, rtocroH Mo)r(frocr 3a
florrHKHyBarbe 3HaqH'reJ'rHa xnnoTeuania, norcpaj rpou6o$:re6wrnc. Ep:a
aAMHHl4crpaquja Hcro raKa Moxe Aa npeAH3Br4Ka rIpBeHHJro H Mr,rHnrdB t4cvn rlo Bpar,or H

paMe[LaTa.

2. RoumunyupoHa unfiysuja (rpe6a Aa ce AaAe caMo Kora He e Bo3r4ox(Ha noBpeMeHa
uuSysuja). BaHxounu,uH 500 mg: flee Ao trerr4pu nujatu (1000-200(] mg) naoxre ga ce
AoAaAar Bo AoBoJIHo lrofleM BonyMeH ua I-larprayM xnophA HHrpaBencKa rzHcfysr.r.ia anra
5% /{erccrpo3a HH'raBeucrca nu$yaula, za Aa ce oBo3Mo)nh rrocaKyBaHa'ra ArreBHir ro3a Aa
6uqe a1uuHucrpr4paHa noJreKa u no Kanra Bo rrepnoA npeKy 24,taca.
Baurouuqun 1000 mg: ElHa 4o mg) rraoNe Aa ce AoAaAar Bo

BerrcKa urr$y:aja uil,t 5%
[/aq.t la-fN -({t 3\
lr X" il:)"_i& E gr .l ({tlir<
eit- %*
k?.;;'-:-
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.I{ercrposa I'IHTaBeHcKa ranQysuja, 3a La ce oBo3MoxH nocaKyBaHara AHeBHa Ao3a Aa
6uAe aApruHlrcrpupaHa noJIeKa HHTpaBeHcKr4 Ka[Ka no Ka[Ka Bo flep]roA npeKy 24 \aca.

He ce npenofavyBaar KoHIIeHTpaquu noroJreMrr oa 5 mg/ml. Kaj ogpe.(euu naqaeu.rr,r Kor.r
I4Maar pecrpllr(Tl,IBeH BHec Ha reqHocrlr Moxe Aa ce yflorpe6ar rouqeHTparlu[ Ao 10 mg/ml.: ,::' .i '.''
,pexoja Aosa tpe6a la 6ume aAMr.rHucrp upa*a co 6psuua He roroneMa oa I 0 ml/min.
il r

3a yr:loeu're Ha tryBane Ha LnrryupaHuor pacrBop BHAere ro Aenor ,,poK Ha yno'rpe6a,,.
flpe;1 a4rvruur.'rcrpaqraja, peKoHcraTynpaHr4Te v AulyvpaHr,rre pacrBoprz rpe6a Aa durar
Br3yenHo nperneAaHu 3a npl4cycrBo Ha naprr.rKyJrr,t u npoMeHa na 6ojara. Tpe6a Aa ce
ynorpe6ynaar caMo 6uc'rpr.r r.r 6es6ojnr.r pacrBopu, 6es npncycrBo Ha qecrur{Ku.

Heynorpe6eHr.ror JreK HJrH or[aAeH
Ba)I$YKH nponlrgu.

i;.1. , iil,ii

rr,tarepujan rpe6a Aa ce orcrpaHr4 corJracHo JroKarHHTe

' I l '1

: i:,.1,

.f
TIPOMET/OEHOBA HA

7.'\NIE I,T AAPECA HA HOCI4I'EJIOT HA OAOEPEHI,IE'TO 3A TIPOMET

Hocure.l ua ogofrpeur{ero 3a [poMer no Peuy6,rurca Maxegonuja :

3eHrhsa llxaprr,ta Marce4ouraja Aooen Cronje
Vn. Jop2lan Mraja.nxon 6p,48-l I 1 -2
1000 Crconje

8. BPO,J HA OIIOEPEHI,IETO 3A IPOMET
BaHxout.rquH 500rng:

Baurcouraquu 1000mg:

' lii: r;}it
S. AAT'YM HA TIPBOTO PEIIIEHI,IE 3A TIYTIITA}bE, BO

,PEIIIEHI4LfiO
L2.09.2C 17; 07 .10. 2 0 16

L0. AA:ryM HA IOCJTEAITAT
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